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PROCEEDTINGS

MS. ORME-ZAVALETA: So I want to say
hello, and I want to thank you all for coming. We
are now calling this public hearing into session.
My name i1s Jennifer Orme-Zevaleta, and I'm with
EPA's Office of Research and Development, and I'11
be one of the hearing officials today.

Kevin Teichman is also with me from the
Office of Research and Development, and we also
have some contract staff, Nanishka , Lauren, and
Lesley from SC&A Incorporated, who will be helping
with the logistics.

The purpose of today's hearing is to
accept public comments on EPA's proposed rule,
“Strengthening the Transparency in Regulatory
Scilience.”

EPA is accepting comments on all aspects
of the proposed regulation. This public hearing
is a formal legal proceeding, and the testimonies
will become part of the administrative record on
which EPA will base 1ts decision.

Public notice of this hearing was

ED_002389_00029014-00008
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published in the Federal Register on April 30,
2018 (83 FR 18768), and EPA 1s proposing this rule
under the authority of 5 U.S.C 301, in addition to
the authorities that were listed in the proposed
rule document dated April 30th of 2018.

So my role today is to ensure that EPA
recelves your comments 1n an orderly fashion, and
then -- although EPA panel members here may ask
clarifying questions, the intent of this hearing
1s to hear from you and to listen to your comments
and not to discuss or debate the proposal.

So now, for a few housekeeping and ground
rules. Please refrain from interrupting speakers
or asking questions, shouting, noise making, or
any disruptive conduct which prevents speakers or
hearing officials from being heard are not
permitted. Please listen quietly so that we can
hear each testimony and to ensure that the court
reporter 1s able to record comments accurately,
and listeners on the phone can hear the oral
testimoniles.

For everyone's awareness, the hearing 1is

ED_002389_00029014-00009
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open Lo the press and we may have members of the
medla present with us today. This event 1s also
open to any form of recording, video, audio, and
photos. We ask that you not cause any disruption
to those who are testifying or observing the
hearing.

There 1is no formal lunch break, so you
may leave for lunch and return to the hearing, but
Just be advised that you'll need to clear security
again 1f you do that.

If you would like to make an oral comment
on today's hearing and did not preregister to
speak, please see the hearing staff just outside
here at the door at the registration table, and
they'll be able to sign you up.

If you would like to provide written
comments to the official record, you may hand-
submit it to EPA staff today, or mail it, fax 1it,
or e-mail 1t, your comment. So see the staff at
the registration table for instructions on how to
submit written comments.

There is a comment box at the

ED_002389_00029014-00010
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registration table where you can leave hard copies
of your oral testimony, or written copies. All
comments received will be included in the official
docket.

If you submit written comments, it 1s not
necessary for you to give the same comments
orally. Written comments and oral testimonies
will receive equal consideration by EPA in
preparing the final rulemaking decision.

EPA has extended the comment period and
written comments must now be received on or before
August 1le6th of 2018. So EPA will only consider
comments related to the proposed rule,
“Strengthening Transparency 1n Regulatory

7

Science,” so please refrain from making any other
comments that are not related to this action.

EPA will not provide responses during the
hearing, rather EPA will prepare a written summary
of comments received that include responses. The
Response to Comments document will be availlable at

the time EPA issues its final decision. EPA will

not make a final decision until all comments

ED_002389_00029014-00011
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submitted during the public comment period have
been considered.

The hearing 1s being recorded by a court
reporter who will be preparing a verbatim record
of this hearing, so please speak clearly and
slowly into the microphone so that the court
reporter can record your comments accurately. A
copy of the transcript will be placed in the
docket. And this hearing 1s also being audio
streamed through Adobe Connect and via phone
lines.

The hearing is scheduled from 8:00 a.m.
to 8:00 p.m., or one hour after the last
registered speaker has spoken, whichever is
earlier. And it's divided into three sessions.
8:00 a.m. to 12:00 p.m., 12:00 to 4:00, and 4:00
to 8:00.

Public restrooms are located on both
sides down the hall, men's to the left, women's to
the right, and we will have staff escort you so
that you're able to get through the security point

and be able to come back. And please note the

ED_002389_00029014-00012



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

location of emergency exits, primarily as you come
in and you know, out where you entered this
morning will be the main emergency exit for you.

So please take a moment to silence your
cell phones. Speakers should have been given a
sticker on entry that lists your assigned session,
and 1f you plan to speak and have not received a
sticker, please go back to the registration table
so they can give you one.

For this session, the 8:00 a.m. to 12:00
p.m. session, the speaker sticker color is neon
green so we can see you. Speakers will be called
to the speaker's table, which i1s located right
across from us, and will be coming up in pairs to
that speaker's table. When it's your turn to
speak, please come up to the table. Watch your
step as you come up the steps over there, and
state and spell your name slowly so that we can
have that for the record. And 1f you are
appearing on behalf of someone else or some
organization, be sure to clear that -- make that

clear as well. If you are not in the room when

ED_002389_00029014-00013
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it's your turn to speak, I will call you after all
other speakers have made thelr oral arguments.

Each speaker is allotted five minutes for
remarks, elected and appointed government
officials may be provided additional time since
they are representing large groups of
constituents. Speakers will be notified when
their time 1s ended. We have a time keeping
system just over here. It runs by the yellow --
green, yellow, and red-light system. So when you
begin to speak the green light will come on and
you have five minutes. When you have one-minute
left to speak you'll see a yellow light. And then
when the red light appears, your time is up. At
that moment I will ask you to wrap up your
comments so that we can make room for the next
speaker to come forward.

Speakers Numbers 1 and 2, 1f you could go
ahead and please come on up and take your seat at
the speaker's table. We will start with Speaker
Number 1. And again, if I could ask you to please

speak directly into the microphone and state and

ED_002389_00029014-00014
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spell your name for the record.

And if I could ask, Speakers 3 and 4, if
you could just stand at the steps so that you'll
be ready, and we'll be able to keep this moving.
So, Speaker Number 1.

MR. STEICHEN: Good morning. My name is
Ted Steichen, and it's S-T-E-I-C-H-E-N, and I am
representing the American Petroleum Industry.

APT is the only national trade
association -- boy, 1t's not very bright here.
Sorry. The American Petroleum Institute 1s the
only national trade assoclation with all facets of
the o0il and natural gas industry which supports
10.3 million U.S. speakers (sic).

Sorry. I'm having a little trouble this
morning.

All right. So, supports 10.3 million
U.S. Jobs and nearly 8 percent of the U.S.
economy. Our 620 corporate members from large
integrative o0il companies to small independent
companiles comprise all segments of the industry.

API members are producers, refiners, suppliers,

ED_002389_00029014-00015
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retailers, pilpe line operators, and marine
transporters as well as service supply companies
supporting most of the national energy.

The members of API are dedicated to
continuous improvement in compatibility with their
operations with the environment, while
environmentally, economically developing energy
resources, supplying high-quality products and
services to consumers.

Our members recognize the responsibility
to work with the public, the government, and
others to develop and use natural resources 1in an
environmentally sound manner that protects the
health and safety of employees and the public.

API supports the use of sound science for
a critical component of public policy, to the
extent possible and consistent with the
protections of other compelling interests, such as
privacy, trade secrets, intellectual property, and
other confidentiality protections, data and
analysils used 1n establishing or evaluating

environmental health, welfare and economic impacts

ED_002389_00029014-00016
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should be transparent and reproducible and
available as early as possible in the rulemaking
process.

Transparency and reproducibility should
be able to underly -- also be underlying data and
information such as environmental and economic
impact data and models that are utilized in
protecting and predicting the costs, benefits,
market impacts, and environmental effects of
specific regulations.

API members are aware that there are
obstacles to full transparency and
reproducibility, and are committed to working with
other stakeholders in developing practices and
maximize scilence transparency while preserving
exlsting confidential strictures.

The EPA -- as the EPA goes forward with
this rulemaking, API recommends the following
principles be followed. Openness to scilence and
related findings underpinning the laws,
regulations, standards, and guidance documents.

Reproducibility of research and associated

ED_002389_00029014-00017
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findings, including fully annotated data,
methodologies, model inputs, code and other
critical information that support the conclusions
of research. All of these should be available to
the public.

The inclusion of clear regquirements to
ensure that the data underline the decision-making
are publicly available in a manner sufficient for
independent validation as much as practicable.
Privacy concerns are important, but advances in
encryption technology and blinding of data may
make 1t possible to enhance transparency while
ensure privacy as necessary to comply with the
law.

Protection for confidential business
information used in the regulatory process and
supporting actions should also be taken into
account, explicitly addressing and highlighting
uncertainties in data, models, and analysis when
utilizing those studies in decision-making. Broad
application of these principles to inform the use

of policy for setting scientific, economic, and

ED_002389_00029014-00018
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environment impact requirements and models that
are designed to protect health and environment,
engaging stakeholders as early as possible 1n the
decision-making process to ensure application of
data transparency principles for studies to be
included, and to address how those studies have
not been reproduced or are not reproducible will
be considered in the process, application of these
principles as early as possible in the pre-rule
making stage, as technical support documents are
prepared.

In closing, as described above, APIT
supports the use of sound transparent science and
public policy making, and we plan to submit
written comments to the docket.

MS. ORME-ZAVALETA: Thank you.

MS. FELD: Good morning. My name 1s Jodi
Feld, J-0-D-I F-E-L-D, and I'm the Chief Scientist
in the New York City office of the New York State
Attorney General's Environmental Protection
Bureau.

On behalf of New York Attorney General,

ED_002389_00029014-00019
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Barbara Underwood, I thank you for the opportunity
to speak before you today. The Office strongly
opposes EPA's proposed rule to limit the use of
science in agency rulemakings. The proposed rule
was developed without any input from the
scientific community and has been widely
criticized by the scientific and public health
communities. It 1s wvague, poorly reasoned, and
violates fundamental legal requirements for a
valid rulemaking.

Most importantly, while the proposed rule
has the stated purpose of strengthening the
foundation of EPA's regulatory actions, 1t would
have the opposite effect. It would exclude
relevant probative scientific studies, models, and
other information from EPA decision-making that
have been validated by peer review, simply because
the underlying data are not available to the
public. The proposed rule broadly and squarely
conflicts with core EPA statutory duties. It
violates the very federal laws that EPA is

required to uphold by limiting EPA's access to the

ED_002389_00029014-00020
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most current, best available, and generally
accepted science that these laws mandate be used
by EPA in developing new rules and standards.
Quite simply, 1t 1s bad science.

It departs abruptly from the best
practices of the scientific community and
disregards both well-established reasons why
public sharing of all study data is not possible
or necessary, and why studies relying on such data
demand consideration 1n agency decision-making.

The result of the proposed rule would be
to profoundly weaken EPA's science-based
regulatory decision-making, and ultimately its
protection of public health in the environment in
New York and elsewhere across the nation. We urge
EPA to abandon this damaging and misguided effort.
It appears that the proposed rule was developed
with a total absence of independent scientific
input. The proposal offers no rationale for the
premise that only studies for which the underlying
data are publicly available can be used for

decision-making, nor any evidence that EPA's

ED_002389_00029014-00021
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current approach to selecting studies for
decislon-making 1s resulting 1n scientifically
unsound decisilon-making, or 1s somehow overly
protective of public health and the environment.
Hence, at its core, the proposed rule is a
solution in search of a problemnm.

Requiring that study data be publicly
available as a prerequisite to 1ts consideration
by EPA would be an abrupt and unprecedented break
from well-established best practices of the
scientific community. The sclentific community
recognizes what the proposed rule ignores, that
there are often very good reasons why some
research data simply cannot be fully available to
the public, such as the protection of personal
privacy and confidentiality.

Within the scientific community the
validity of research 1s judged on multiple
grounds, including how well studies are designed,
how clearly data are collected, how carefully
analysis are performed and described, and how

thoroughly findings of related studies are cited.

ED_002389_00029014-00022
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In other words, within the scientific community
studies are validated through rigorous expert peer
review. They are not summarily Jjudged and valid
and discarded simply because all underlying data
cannot be fully shared.

Perhaps the strongest indicator that the
proposed rule is flawed as a matter of science 1s
the overwhelmingly negative reception 1t has
received from the scientific community. We are
not aware of a single major independent scientific
organization that has expressed support for the
proposed rule, while many have urged EPA to stop
and reconsider the proposal.

Contrary to EPA's position, the proposed
rule would certainly hurt states. EPA standards
and regulations are a fundamental important to
states and actilions that affect these standards and
regulations directly affect us. In fact, many
states, environmental laws, and regulations
explicitly adopt EPA standards. By undermining
the basis of EPA standards and regulations, the

proposed rule would likely have direct damaging

ED_002389_00029014-00023
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impacts on New York and other states' abilities to
protect the health and environment of their
residents. These impacts will be felt most
historically by our most vulnerable populations,
the young, the elderly, and the sick, and those
living in communities that have borne a
disproportionate share of environmental hazards,
including communities of color and low-1lncome
communities.

From a legal perspective, the proposed
rule fails to meet the most fundamental
requirements for a valid rulemaking. It 1is
exceedingly vague, creating many more guestions
than it answers. For example, exactly how, when,
and to what the rule will be applied is entirely
unclear. And critical information such as 1ts
actual cost is entirely missing.

In May, the New York Attorney General,
Joined by seven other attorneys general, wrote to
then, Administrator Pruitt, expressing strong
opposition to the proposed rule and calling for it

to be withdrawn. Today, the State of New York

ED_002389_00029014-00024
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renews our call to Acting Administrator Wheeler to
withdraw the proposed rule.

I thank you for your time and for
providing me with an opportunity to speak on this
important matter.

MS. LAUREN HALL: Thank you. If we could
have Speakers 3 and 4 come to the table, and then
5 and 6 on-deck?

MR. SUSSMAN: Good morning. My name is
Bob Sussman, and I am a former EPA official in the
Clinton and Obama --

MS. HALL: Could you bring your
microphone —--

MR. SUSSMAN: -- administrations --

MS. HALL: Yes, thank you.

MR. SUSSMAN: =-- and now a consultant and
an attorney.

I'm here today representing Safer
Chemicals, Healthy Families, which leads a
coalition of 450 organizations and businesses
united by a common concern about toxic chemicals

in our homes, places of work, and products we use

ED_002389_00029014-00025
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every day.

I believe that the EPA proposal we are
discussing today is flawed and misconceived. 1In
the name of transparency, 1t will burden EPA
scientists with unnecessary and costly procedures
that run counter to the Agency's long-standing
obligation to base public health decisions on the
best avallable science.

The premise of the proposal i1s that
unless EPA can guarantee full public access to a
study's underlying data, the study must be deemed
unreliable and should play no role in assessing a
pollutant or chemical's effects on public health.
This premise ignores the many ways in which the
scientific community, regulators, and the public
have traditionally determined the quality and
relevance of scilentific evidence.

Study reports typically explain the
protocols use to gather data, the methods used for
data analysis, the doses or exposure
concentrations at which effects were and were not

observed, the nature, severity, and incidence of

ED_002389_00029014-00026
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such effects, and any unusual occurrences that may
affect interpretation of the results.

This information plays an important role
in the peer review process, informing the Jjudgment
0of independent reviewers as to whether a study 1is
worthy of publication in the scientific
literature. Agency reviewers likewlise consider
these 1ndicators of reliability in deciding how
much weight a study deserves in making judgments
about hazard and risk.

In principle, no one disputes the
benefits of improving access to underlying data.
The goals of open science have received support
from several organizations in leading scilentific
Journals and research institutions. These
voluntary efforts, however, do not Justify the
unprecedented step of requiring EPA to guarantee
access to the underlying data for every study it
may use for decision-making, and to forfeilit the
ability to consider a study 1f this reqguirement
has not been met.

EPA scientists working on risk and hazard

ED_002389_00029014-00027
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assessments collect and review thousands of
studies. Published reports of these studies
typically do not include all underlying data. In
such cases, EPA would need to contact the
researcher, ascertain the nature and extent of
underlying data, and put in place a mechanism for
the public to access the data.

Even with diligent efforts by EPA, there
are many reasons why disclosure of data sufficient
to replicate a study may be impossible. The EPA
proposal duly notes these obstacles to study
replication and provides that exemptions may be
granted on a case-by-case basis. But an exemption
process will add to the considerable cost and
effort required to implement the proposed rule and
will undoubtedly result in disputes and even
litigation over whether exemptions are justified.
Is the damage it will inflict on the quality and
timeliness of EPA scientists justified by the
benefits of the proposed rule?

EPA leaders have painted a bleak picture

of EPA reliance on gquote, "secret science"”
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developed behind, quote, "closed doors," based on
data that has, quote, "been withheld from the
American people.”

This is not the reality that I
experienced in my several years at EPA. I saw a
very different reality. I saw EPA scilence
assessments providing an exhaustive and critical
review of relevant studies, and a full explanation
0of how they're being interpreted. 1 saw extensive
information about each study being placed in the
public record. I saw public comment and peer
review of all EPA assessments. And of course, as
part of public comment, members of the regulatory
community had an opportunity at any time to
replicate studies they deemed flawed.

In short, the problem that the proposed
rule seeks to fix i1s imaginary. In conclusion,
the Agency's leadership needs to fundamentally
rethink the proposed rule. The stakes for EPA
science and the protection of public health are
simply too high to finalize a proposal which 1s

deeply problematic and unnecessary. Thank you.
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MS. ORME-ZAVALETA: Thank you.

DR. ROSENBERG: Good morning. I am Dr.
Andrew Rosenberg, R-0O-S-E-N-B-E-R-G. I'm the
Director of the Center for Science and Democracy
at the Union of Concerned Scientists. And we
advocate for the role of science and public
policy.

I'm here today to ask that you rescind
this proposed rule because 1t would only restrict
EPA's ability to use the best availlable science to
fulfill its mission of protecting public health
and the environment, while doing nothing to
improve transparency and decision-making.

First and foremost, the proposal is
fatally flawed because 1t provides almost no
Justification of analysis of the impacts of the
proposed change 1n policy. There 1s no cost-
benefit analysis of the rule with respect to the
agency, and external researches, nor how it would
affect EPA's mission and critical work.

Additionally, the proposal would affect -

- effectively prevent the EPA from using many

ED_002389_00029014-00030



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

kinds of scientific studies vital to 1ts decision-
making. This includes, but 1t is not limited to
studies that rely on personal health data,
confidential business information, intellectual
property, or older studies where authors and data
sources may not be accessible.

Without the ability to use this
scientific information EPA would be unable to meet
its mission and statutory obligations. This
proposal would make it significantly harder for
EPA to use the best available science to protect
the public, including from harmful emissions of
hazardous air pollutants, particulate matter and
ozone, exposure to dangerous chemicals and
commerce, drinking water contaminated with toxic
chemicals, such as PFAS or lead.

Further, CBO has calculated that such
restrictions would substantially increase costs
and burdens to an agency that 1s already
experiencing budget cuts, reorganilzations and
understaffing, thus undermining the ability of EPA

to make decisions based on science.
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The proposed rule could also prevent the
Agency from addressing the impacts of dangerous
chemicals at low concentrations where direct
measurements are very difficult. This would have
the effect of leaving Americans unprotected, even
when there was clear indication of harm to human
health.

I have over 30 years of experience 1n
government service, academia, and non-profit
leadership. 1I've offered -- authored or reviewed
hundreds of peer-reviewed scientific papers. AsS
part of my government service I worked as a
scientist and in a policy position at a regulatory
agency, and universities as a faculty member and
dean. I understand how agencies use science in
policy making, how research at universities 1s
conducted, and how these entities incorporate best
practices of transparency into their scientific
work. As a frequent peer reviewer, I do not
review the raw data for studies, since that would
tell me little. I review the research guestions,

the methods that summarize data, the results and

ED_002389_00029014-00032



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

conclusions 1n order to assess the quality of the
work. EPA's proposed rule would do nothing to
improve transparency for scientists, policy
makers, or the public.

Crafting the rule without consulting with
the scientific community is a fatal error for this
proposal. Even the Agency's own Science Advisory
Board has noted the need to consult with
scilentists in any further development of this
proposal.

A further fatal flaw 1s that the proposed
rule would replace scientific evidence with
political judgment. The rule would grant the EPA
administrator broad authority to exclude
individual studies or entire decisions from being
subject to i1ts provisions. Decisions on which
science 1s to rely on should be made by the
Agency's scilentific experts based on established
criteria for best available science.

Five minutes 1s not enough time to cover
all the problems with this proposal. At best,

this proposed rule 1s a misguided attempt at
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transparency. At worst, 1t 1s a back-door attempt
to prevent EPA from protecting public health. UCS
supports real transparency reforms. We support
scientific integrity policies that prevent
political interference 1n scientific analysis and
reporting. We do not believe researchers should
be put in the absurd position of choosing between
protecting study participant privacy or informing
the EPA's effort to protect public health and
safety.

On behalf of the Union of Concerned
Scientists, and I have 500,000 supporters, I urge
the EPA not to move forward with this rulemaking
and to continue to allow agency scientists and
policy analysts to use the best science availlable
to i1nform their work. Thank you very much.

MS. HALL: Thank you. Would Paul Tonko
and Suzanne Bonamicli please approach the speaker's
table. Speakers A and B, respectively. And
Speakers b5, Daniel Greenbaum, and 6, Jennifer
McPartland, please take your seats at the on-deck

circle.
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MR. TONKO: Good morning.

MS. ORME-ZAVALETA: Good morning.

MR. TONKO: Can I begin? Okay. Thank
you. Good morning and thank you for the
opportunity to address the panel.

I am Congressman Paul Tonko. I represent
the 20th Congressional District of New York State,
more specifically the Capital Region and Mohawk
Valley, an area rich in environmental stewardship.

As the Energy and Commerce, Environment
Subcommittee ranking member, I have come here
today to express grave concerns about the
Environment Protection Agency's proposed rule
published on April 30th of 2018, entitled
"Strengthening Transparency in Regulatory
Science."

This proposal would severely limit the
types of research that EPA could take into account
when developing policies. It has been cloaked in
arguments about transparency. But let's all admit
here that this emperor has no clothes. This has

nothing to do with transparency. It is a thinly
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velled campaign to limit serious and highly
credible scientific research that supports
critical regulatory action.

This administration has used this bad
faith argument about transparency to say that the
many studies, including many epidemiological
studies that rely on private, personal, medical
data should be excluded entirely from EPA
rulemaking. Why would a science-driver public
agency undertake such a radical departure from
existing and widely accepted scientific standards?
I have yet to hear a credible answer to this
question that i1s not rooted in favors to industry
polluters.

The current political leadership at EPA
has shown a pattern of bad faith in pushing
policies that undermine this Agency's —-- EPA's
mission, and the public trust.

Today's proposal and its false claims
about transparency are consistent with that
pattern; a fact that was put on full display when

the administration realized its broad approach
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would hurt regulated industries too, since many
EPA chemical reviews rely upon confidential
business information. To get around this, the
rule would give the EPA administrator complete
discretion to exempt studies, especially or
essentially guaranteeing that political interests
will always matter more than science. That's why
I refer to this policy as selective science.

This proposed rule would be used to erode
landmark achievements in public health and
environmental safety. For example, we know the
Clean Power Plan would have led to reductions in
pollution that were predicted to prevent some
3,600 premature deaths, 19,000 asthma attacks in
children, and 300,000 missed school and work days
each year. Many of these health benefits were
partially determined by landmark clean alr studies
like the Harvard Six Cities Study.

Opponents of Clean Alr Act protections
would like nothing more than to see such landmark
public health findings excluded from EPA reviews.

I'm not here speaking alone. Nearly 1,000
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scientists in many leading scientific
organizations are united in vocally opposing this
policy. Countless everyday Americans stand with
us too, with many more listening in and watching
for news to see if anyone in a position to do
something about this will finally admit the
obvious; this 1s not about transparency. This 1s
not about protecting human health or our
environment. This emperor, again, has no clothes.

This rule would limit the scilentific
research available to EPA policy makers as they
draft public protections and environmental
guidelines. I implore EPA to put science and
public interest ahead of political and special
interests, and withdraw this rule, ill-conceived,
that's based on -- its negative impacts on science
and public health. A very discouraging and
concerning proposal. And I jJust felt compelled to
come here today and vehemently speak against it.

MS. ORME-ZAVALETA: Thank vyou, sir.

MS. BONAMICI: Thank you. Good morning.

MS. ORME-ZAVALETA: Good morning.
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MS. BONAMICI: And thank you to Acting

Administrator Wheeler and Director Sinks. I am
Suzanne Bonamici. I represent the First
Congressional District of the State of Oregon. I

serve on the House Committee on Science, Space,
and Technology, where I am the ranking Democrat on
the Subcommittee on Environment. I appreciate the
opportunity to testify before you today.

I am opposed to the Environmental
Protection Agency's proposed rule titled,
“Strengthening Transparency in Regulatory
Science.” The proposed rule would impede, 1f not
eradicate the EPA's ability to protect Americans
from significant risks to human health and to the
environment by limiting the scope of research that
the EPA could consider in making decisions.

The proposed rule perpetuates the
incorrect notion that the sclence the EPA relies
on 1s somehow hidden. It i1s not. This
misconception 1s based on conflating the meaning
of secret and confidential. None of the

information used by the EPA is secret. Some of
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the information may be confidential 1f, for
example, it includes the personal health
information of individuals who participated in a
study.

As a cornerstone of 1its regulatory
process, the EPA relies on peer-reviewed science.
The EPA already publicly discloses studies that
support regulatory action. The proposed rule
simply attempts to block access to good sclence.
Much of the scilence that 1s used to inform
regulatory actions is developed outside of the
agency. Scientific studies often include personal
information and other confidential data. Because
this data is legally protected from disclosure,
the EPA would be forced to ignore valuable
information discovered during their research,
because 1t contains confidential information.
This would have chilling consequences for the EPA
and for every person who benefits from clean air
and clean water.

It is also deeply troubling that the

proposed rule 1s inconsistent with the Agency's
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statutory obligation to use the best available
science as required in the Toxic Substances
Control Act, Safe Drinking Water Act, and Clean
Water Act. The proposed rule would preclude the
use of a range of scientific research that has
long been used to safeguard the public.

There i1s also tremendous uncertainty
whether the proposed rule would retroactively
apply to existing standards and regulations.
Retroactive application would severely undermine
exlsting public health and environmental
protections that keep the public safe and healthy.

Transparency is a laudable goal, and it
could be accomplished through collaboration with,
and input from the scientific community. It 1is
noteworthy that thousands of scientists and many
leading scientific originations also propose this
proposed rule. If the proposed rule 1s
implemented 1t is possible, or even likely, that
scientists, organizations, and research
institutions will be less inclined to participate

in EPA funded research because of the risk of
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improperly disclosing personal information. It
may also be more challenging for researchers to
recrult participants for thelr studies because of
the fear that personal data could be shared.

Over the last few years, the House
Committee on Science, Space, and Technology has
consldered several i1terations of legislation that
have many similarities to the proposed rule. I
have been a vocal opponent of these bills for the
reasons 1 Jjust stated.

I also want to note that despite repeated
efforts by the majority, the so-called secret
science legislation has not passed both chambers.
Congress has the sole constitutional authority to
legislate, and this proposed rule is an
administrative attempt to circumvent the
legislative process. I strongly urge you to
withdraw this proposed rule. It will undermine
scientific integrity, jeopardize bedrock public
health and environmental standards, and endanger
the EPA's ability to protect the American people,

which is its mission.
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Thank you for the consideration of my
testimony.

MS. ORME-ZAVALETA: Thank you both for
coming.

MR. TONKO: Our pleasure.

MS. HALL: Would Daniel Greenbaum,
Speaker Number 5 and Speaker Number 6, Jennifer
McPartland, please approach the speaker's table.
And would Speaker Number 7, David Michaels and
Speaker Number 8, Paul Billings, please take a
seat 1n the on-deck circle.

MR. GREENBAUM: Let there be light. And
there was light.

My name i1s Daniel Greenbaum. That's
green, like the color, B-A-U-M. I'm the President
of the Health Effects Institute, and I'm very
pleased on behalf of the Health Effects Institute
to provide these brief oral comments today. We
are preparing and will submit much more detailled
written comments.

As many 1n this audience know, HEI has a

longstanding commitment to the principles being —-
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attempting to be addressed by this proposal,
producing science of the highest integrity and
guality with special attention to issues of
reproducibility and transparency.

This includes rigorous research and
statistical design, subject to competition,
continuous oversight, data quality assurance
audits, and more, extensive efforts that test all
findings against a wide range of different
statistical technigues and assumptions, intensive
and independent peer review with all results
published, and an active data access policy which
for nearly 20 years has been working to ensure
access to underlying data for all HEI funded
studies.

In our view, reproducibility 1s a
critical challenge for scilence. Can the results
of an important study be reproduced? However, in
our view the most effective way to test
reproducibility and the wvalidity of science 1s not
necessarily to simply reproduce the same results

in the same data sets. Rather it is most

ED_002389_00029014-00044



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

important to answer the guestion, “Are the results
consistent when tested 1n other independent
studies?” For example, studies that use new and
different data sets not affiliated with the
original studies. Studies that have different
investigators applying the same and/or alternative
statistical technigques. And studies that test the
sensitivity of the results against a wide range of
possible other explanations like smoking or
socloeconomlc status.

In a limited number of cases where there
are not comparable studies, 1t may be useful to
gain access to the original study data and
analytic codes to allow for independent
evaluation. Can the original results be
replicated, and are they robust to a wide range of
alternative assumptions, models, and potential
confounders? This is, of course, exactly what the
Health Effects Institute did when we conduced an
independent rigorous reanalysis of the Harvard Six
Cities and American Cancer Sociliety studies. And

I've attached and will submit the summary
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description of that reanalysis from HEI's final
report.

This approach can and did provide
comprehensive assurance of the quality, integrity,
and validity of the original results. However,
this is a highly cost-intensive and time-consuming
endeavor, which should only be applied in cases
where there are only one or just a few studies in
a particular arena.

HEI also agrees with the continued need
to enhance transparency and data access, but would
note that these i1ssues are not new. We've had our
own data access policy for over 20 years, and have
been -- and they've been addressed now for over 15
yveas by administrations from both parties, and by
the scientific community. This 1s -- 1t i1ncluded
gulidelines for the Information Quality Act adopted
by OIRA in 2002, numerous actions by the
scientific community and journals to enhance
access, and most recently the requirements for
enhanced data access across the federal government

promulgated by OSTP in February 2013.

ED_002389_00029014-00046



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

We would strongly urge EPA to review the
progress already made under these several major
initiatives and to carefully consider whether or
not there are additional efforts that could
further enhance transparency and to do so before
proceeding with a final ruling.

Finally, access to private medical
information i1s essential to conducting high
quality and reproducible air quality and health
research. There are of course longstanding
federal rules for protecting the privacy of
individual medical information of the subjects of
studies. And gaining access to data from older
studies may be difficult, but given the privacy
commitments that were made to study subjects in
the past.

However, there are today, several means
to make such data available to investigators with
appropriate privacy protections. Medicare makes
it available, federal research data centers make
it available, and many investigators already have

been taking advantage of these.
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Although it 1is possible, as some have
suggested, to create a depersonalized data set by
stripping all personal identifiers, such as
address, date of birth, et cetera, it's not
possible to conduct a high-gquality air pollution
and health study without knowing the location of
those being studied. I.e., Where do they live and
what are the sources and levels of their air
pollution exposure? So 1t can't be simply put on
a disk and handed out.

Thank you for this opportunity to
testify. We look forward to submitting our
detailed written comments, and would welcome the
opportunity to further assist EPA in these efforts
to ensure that the widest array of science is
avallable for decisions.

MS. ORME-ZAVALETA: Thank you.

MS. McPARTLAND: Good morning. My name
is Jennifer McPartland, M-C-P-A-R-T-L-A-N-D, and
I'm a Senior Scilientist at Environment Defense
Fund.

EPA's proposed rule represents a
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disregard for the Agency's core mission,
protection of human health and the environment.
Under the guise of transparency, EPA's proposal
handcuffs the Agency's use of best available
science in violation of many of its statutes. If
finalized, the rule will erode critical public
health protections, and with them, the scientific
integrity and public trust of the agency.

EPA's censored science proposal would
prohibit EPA's use of critical scientific studies
in developing regulatory reqguirements unless all
the data underlying the studies have been made
public. As the authors of this proposal know
well, this unnecessary and unworkable standard
would effectively bar the Agency from using high-
quality scientific research 1n studying public
health safeguards.

The data underlying many scientific
studies are not publicly available and cannot be
made publicly available. For example, research
involving human subjects often rely on medical or

other personal information; information that
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researchers cannot make public.

Additionally, advances 1n data science
have made 1t increasingly more challenging to
effectively deidentify study subjects and protect
their privacy. In other instances, studies may
have been published decades ago and the underlying
data are no longer available. It 1s exactly these
types of studies that EPA and other authorities
use to protect people from harmful environmental
exposures like lead, formaldehyde, methylene
chloride, benzyne, arsenic, and perchlorate, just
to name a few. It is the science generated by our
most prestigious scientific institutions. It is
the knowledge we rely on to ensure our water 1is
safe to drink, our air is safe to breath, and our
land 1s safe for our children to play.

Beyond jeopardizing critical public
health protections, the proposed rule completely
disregards established effectiveness mechanisms
used to vet scilentific research including peer-
review, data sharing agreements, and consensus in

findings across multiple studies. Indeed, EPA
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provides no explanation or Jjustification, showing
that this proposal would improve upon these
established mechanisms.

The proposed rule also raises several
troubling concepts that are contrary to scientific
best practices and chemical assessment, as
discussed extensively 1n the Seminole National
Academy's report, Science and Decisions.

Specifically, the proposed rule ignores
the report's conclusions that thresholds of effect
for chemical exposures are the exception rather
than the rule, given by a logical and exposure
variability across the population. The rule also
seeks to demote the use of health protective
defaults and risk assessment, again at odds with
the recommendations of the National Academies.

Additionally, the proposal gives more
value to studies in employ of a variety of dose
response models, an approach that can be
misleading. Multiple bad analysis does not make a
study more credible.

More broadly, the proposed rule seeks to
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codify scientific practices and irregulation. It
is a consistently frowned upon approach given the
continuously evolving nature of science. EPA's
development of the proposal also represents a
total disregard for process. The Agency
sidestepped review by its external Scientific
Advisory Board, which has now voiliced serious
concerns about the proposal and has recommended
that i1t undergo full SAB review before possible
finalization.

The White House OMB review of the
proposal was also quite dubious, involving a
revision to the original date its review had been
completed to seemingly align with the fact that
former Administrator Pruitt had signed the
proposed rule a day prior. The final OMB review
process took course over Just a few days, an
impossible amount of time for any legitimate
interagency review of the complex scilentific
issues at stake in this rulemaking, even though
they have implications for all other federal

agencies that rely on sound science.
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Not surprisingly, the proposed rule does
not grapple with the challenging steps necessary
for legitimate effort to support greater data
availability. It does not consider the digital
infrastructure that would be required to make
underlying study data publicly available in a
secure manner, nor the resources needed for
researchers in the Agency to use and maintain such
a system.

Indeed, the congressional budget office
estimated that a similar piece of legislation
would cost millions of dollars. Americans need
and expect the EPA to use the best available
science. Right now, Americans across the country
are drinking water contaminated with per- and
polyfluoroalkyl substances, or PFASs.

In May, EPA publicly committed to
initiating steps to regulate two of the most well-
studied, PFOA and PFOS, toxic substances linked to
cancer, thyroid effects, and reproductive harm.
Some of the best availlable data on PFOA comes from

the C8 Health Project, which involved a community-
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wide assessment of 69,000 residents living around
Parkersburg, West Virginia, who had been exposed
to PFOA for decades. Studies resulting from the
project will be critical to EPA as it takes steps
to address PFOA and PFOS, yet the censored science
proposal would make it difficult, 1f not
impossible for EPA to rely on those studies.

EPA's censored science proposal serves
the interest of polluters, not the public. It is
designed to undermine EPA's use of critical
research, EDF supports, meaning full transparency
and sclence, and the ongoling efforts in the
scientific community provide that transparency.
But this proposal is not about transparency. It
is about rolling back public health protections
and environmental protections.

EDF strongly recommends that EPA withdraw
the proposed rule. Thank you.

MS. HALL: Thank you. Would Speaker
Number 7, David Michaels, and Speaker Number 8,
Paul Billings, please approach the speaker's

table. And Speaker Number 9, Gary Timm, and
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Speaker Number 10, Tyler Smith, please take a seat
in the on-deck chairs.

MR. MICHAELS: Good morning. My name is
David Michaels, M-I-C-H-A-E-L-S. I'm an
epidemiologist and Professor of Environmental and
Occupational Health at the George Washington
University School of Public Health. I'm also
submitting a longer set of comments, copies of
which I have available.

From 2009 to January 2017, I served as
Assistant Secretary of Labor for OSHA, the longest
serving in OSHA's history. From 1998 to 2001, I
was Assistant Secretary of Energy for Environment,
Safety, and Health, charged with protecting the
workers, community, residents, and environment in
and around the nation's nuclear weapons complex.

As a scilentist who has been deeply
involved 1in promulgating regulations that protect
the public's safety, health, and environment, I
recognize the importance of open science and using
the best avallable science. However, the proposed

rule does not accomplish these goals. Instead, it
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would make it more difficult for EPA to use
scientific findings to protect public health. I
have no doubt it would result in more people made
sick by pollution or toxic chemicals that would
have been prevented in the absence of this new
regulation.

This cynical approach proposed by EPA can
be best described as weaponized transparency.
Decades ago, when studies started to show that
smoking killed not only smokers, but also their
non-smoking spouses, the tobacco industry
recognized the government would use this evidence
to reduce smoking. In response, the tobacco
industry demanded access to the raw data of these
studies.

Big tobacco turned transparency, an
important scientific principal, into a weapon.
The strategy worked for tobacco for years, helping
to delay regulation and increase the death toll
from smoking related 1llness. Since then,
polluters and manufacturers of deadly products

have followed big tobacco's playbook. First
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supporting legislation, and then when that was
unsuccessful, this proposed rule.

If promulgated, this regulation would
permit the EPA administrator to deny the Agency
use of findings of any study unless the raw data
and other related materials are provided to the
Agency and posted on the Agency's website. There
are no constraints on the administrator. She or
he is not required to provide any rationale for
rejecting a study because the underlying
information i1s not publicly available.

The underlying justification for this
quote/unquote, "transparency proposal,”™ is a
caricature of how science really works. It 1s not
sound science. It 1s something that sounds like
science, but isn't.

While in theory, most studies could be
reproduced, they rarely are because 1it's a waste
of resources. The scientific enterprise involves
approaching the same question in different ways to
determine 1f the results support each other.

Reanalyzing the same study over and over is little
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different from checking on a surprising newspaper
article by buying additional copies of the same
newspaper to see if 1t says the same thing.

Under the provisions of the
Administrative Procedures Act, the EPA
administrator does not have the authority to
refuse to consider any comments submitted to the
agency. If he or she thinks it's not wvalid,
inaccurate, or inapplicable, she or he must
explain why. Under the EPA submissions, including
scientific studiles, cannot arbitrarily or
capriciously be discarded because the underlying
data are not provided.

When I was an OSHA administrator, we
wanted to protect the integrity of the science
used 1n setting regulations, so we explored asking
for conflict of interest disclosures, similar to
those requested by every leading scientific and
medical Jjournal.

Our legal experts determined that we
could request this disclosure, but we could not

reject submissions that failed to include them.
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This is a comparable situation; rejecting
submitted studies because the underlying data are
not available 1s prohibited under the EPA.

Furthermore, many of the EPA's
authorizing laws require the Agency to use the
best science. For example, the Clean Air Act
mandates that air quality criteria accurately
reflect the latest scientific knowledge. In the
past the EPA has considered all avallable studies
in 1ssuing these criteria without consideration of
the availability of the underlying data.
Promulgation of this proposed rule would be a
violation of these provisions of the Clean Air
Act.

When the loss similar to this NPRM was
first considered by congress, the EPA told the
Congressional Budget Office that 1t estimated the
cost of gathering, redacting, and posting the data
on the public website, at $250,000,000 annually.
The cost estimate made by the current
administration for a substantially similar law

dropped to $1 million a year from $250,000,000 a
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year, because 1n the candid shocking words of the
CBO, EPA officials explained this approach would
significantly reduce the number of studies the
Agency relies on when issuing or proposing covered
actions.

In summary, by turning scientific
transparency into a virtual weapon, the EPA will
inflict severe damage to the nation's scientific
enterprise. It will undermine the credibility and
application of scientific evidence and impose
costs and impediments that will discourage
scientists from undertaking studies of great
importance. Limiting the EPA's use of scientific
evidence in the name of increased transparency
will impede its ability to protect the health,
safety, and environment of the nation. This
proposal must be withdrawn.

MS. ORME-ZAVALETA: Thank you.

MR. BILLINGS: Good morning. I am Paul
Billings, B-I-L-L-I-N-G-S, National Senior Vice
President Public Policy at the American Lung

Association. The American Lung Association 1s the
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nation's oldest voluntary health agency. Our
volunteer leaders take great pride in that our
work 1s always grounded 1n the best available
science. The American Lung Association opposes
this rule and we urge the EPA to withdraw it.

Make no mistake, this proposal is not an
effort to strengthen transparency or improve
regulatory science. As I will discuss, this
proposal 1s an effort to exclude important studies
whose conclusions, especially studies that shows
particulate air pollution causes premature death,
are inconvenient. Together with the efforts to
discount or exclude benefits from pollution
reductions, this 1s a coordinated effort to ignore
the science that is inconvenient to EPA's agenda
to roll back regulations that reduce alr pollution
and save lives.

The EPA Science Advisory Board has asked
to review the rule under the authority vested in
it by the Environmental Research, Development and
Demonstration Authorization Act. The SAB sent a

letter to the EPA administrator, raising many of

ED_002389_00029014-00061



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

the same scientific i1ssues of confidentiality,
feasibility, and the need for a clearer definition
of crucial concepts, such as replication and
validation. We urge the EPA to fully consult with
the SAB before moving forward with this rule.

After the SAB review 1is complete, EPA
should either withdraw the proposal, or provide an
additional opportunity for public comment based on
that SAB review.

We are disappolinted that the EPA has made
this proposal. This i1s not a new fight. It
started in the early 1990s, when the tobacco
industry tried to undermine the science that
supported EPA's landmark risk assessment that
showed that second-hand smoke kills. The tobacco
industry and its allies lost a decade-long fight
about whether or not second-hand smoke causes lung
cancer, heart disease, asthma attacks, and other
adverse health effects.

We know many of the details the tobacco
industry's efforts, because -- as a result of the

landmark tobacco litigation, nearly 90 million
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pages of tobacco industry documents are housed at
the University of California, San Francisco, Truth
Tobacco Industry Documents library. Now we know
the truth.

Within this archive are documents that
show how PR firms, lawyers, and front groups
attempted to undermine the credibility of EPA
science. The documents show the tobacco industry
launched this effort in the name of sound scilence
that not only attacked the second-hand smoke risk
assessment, but EPA's efforts to protect the
public from ozone air pollution, radon,
pesticides, and more. Remember, in 2006, the big
tobacco companies were found guilty of civil
racketeering for their decades-long conspiracy to
defraud the public about the health risks
associlated with smoking.

The attack on scilence continued
throughout the 90s, when EPA set the first
standard for fine particulate matter. The PM2.5
standard. That national ambilent ailr quality

standard has saved thousands of lives. This was a
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concerted effort by industry and the tobacco
industry and their allies, and make no mistake,
tobacco industry did not only focus on second-hand
smoke. They attacked all of EPA's science. The
other polluters came along for the ride and now
we're leading that effort.

There was a concerted effort to undermine
the Six Cities Study, and the American Cancer
Society study. To address the questions being
raised, and we just heard from the Health Effects
Institute, the HEI, while protecting patient
confidentiality, conducted an independent review
of the data and these studies. The HEI reaffirmed
the results from those studies. These landmark
studies were key to informing the rules that cut
PM2.5 pollution over the past two decades.
Thousands of people are alive, and millions are
breathing easier because of those efforts.

These studies depend on patient
participation. Protecting patient confidentiality
must be paramount and 1s key to recruiting study

participants. This proposal will censor scilence,
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will exclude 1mportant well-done peer-reviewed
studies that are informing EPA actions, or will
threaten that patient confidentiality. This is an
unacceptable choice. EPA must use the best
science, with within established frameworks, and
not limit access to the best science to inform
regulatory decisions. We urge the EPA to withdraw
this proposal. Thank you very much.

MS. HALL: Thank you, both.

Would Speaker Number 9, Gary Timm, and
Speaker Number 10, Tyler Smith, please come up to
the speaker's table. Would Speaker Number 11,
FEugenia Economos, and Speaker Number 12, Anne
LeHuray, please take your seat in the on-deck
chairs.

MR. TIMM: Good morning. My name is Gary
Timm, G-A-R-Y T-I-M-M. I worked at EPA for 38
yvears and retired in 2011.

I was Chief of the Chemical Testing
Branch in the Office of Pollution, Prevention, and
Toxics for 10 of those years. The Chemical

Testing Branch is responsible for implementing the
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testing provisions of Section 4 of the Toxic
Substances Control Act.

Today, my remarks will focus on three
things. Our studies traditionally used in support
of regulation, and vis-a-vis, the proposed
transparency policy, it's interaction with TSCA
Section 4, and its interaction with our
obligations to accept studies conducted in
accordance with OECD test guildelines.

Let us be clear, 1f EPA had adopted this
data transparency limitation and past risk
assessments, EPA would not have been able to take
many of 1ts historic actions to protect children,
families, and the environment. No reduction or
elimination of the exposure to children to lead
and paint, gasoline and drinking water, no air
quality standards for particulate matter and other
alr pollutants, and the list goes on and on.

The proposed policy would affect
assessments that will soon be carried out under
TSCA Section 6. TSCA gives EPA the authority to

regulate the manufacture, processing, distribution
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and commerce, use, and disposal of chemicals. The
problem formulation documents, which set forth
EPA's approach for assessing the first 10
chemicals under the amended TSCA are open for
public comment now.

How these chemicals are assessed will be
the model for future assessments. The proposed
policy would in fact make it impossible for EPA to
consider the full array of well-conducted and peer
reviewed scilentific studies of the health and
environmental effects of pollution. It would bias
the body of information in favor of industry
supplied studies, since they would all have the
means to provide the underlying data.

Assessment of all relevant scientific
information is essential in making sound judgments
about protecting human health and the environment.
And 1t 1s a legal reqguirement in all major
environmental legislation.

TSCA also contains provisions to require
chemical manufactures to test the chemicals that

they manufacture and process. To require industry
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to test chemicals under Section 4, EPA must make a
set of legal findings. It 1s the data inadequacy
finding that we are interested in today, for 1t 1s
the nexus between TSCA Section 4, and the proposed
transparency policy.

To make this finding, EPA conducts a
thorough literature search and usually issues a
rule to require studies that have not been
published to be submitted to the agency.
Typically, the bulk of information considered,
however, 1is studies published in the peer reviewed
scientific journals. Despite being accepted by
the scientific community, these studies do not
meet the transparency requirements of the
published rule, since it requires that all raw
underlying data and the models used to analyze the
data supporting thelr study are avallable for
public review.

Thus, 1f the Transparency Rule were in
effect, under TSCA Section 4's second finding, EPA
would have to judge studies from peer reviewed

Journals as inadequate. Ignoring this large
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category of information would cost industry
hundreds of millions of dollars to repeat
perfectly good scientifically acceptable studies,
which the public would ultimately pay for through
higher prices. And it would significant delay, or
in some cases preclude assessment and regulation
0of risks to human health and environment.

Another aspect not discussed in the
proposed transparency policy i1s the obligation of
the U.S. to accept data generated in accordance
with the Mutual Acceptance of Data treaty. The
U.S. and other Organizations for Economic Co-
operation and Development member countries realize
that differences in testing requirements on
countries, meant that companies would in some
cases have to retest a chemical in order to market
it in other areas. This was needlessly costly and
resulted 1n a delay in obtaining information
needed for regulatory assessment.

As a result, the OECD member nations
agreed to accept, for regulatory purposes, data

generated in accordance with the OECD test
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gulidelines. Submission of underlying data is not
a requirement of the Mutual Acceptance of Data
treaty. Therefore, the proposed policy which
requires underlying data to be made available to
be used for risk assessments would run counter to
our obligations under the Mutual Acceptance of
Data treaty.

In short, the proposed policy i1s a trojan
horse. I can only conclude that this proposal
constitutes fraud, as 1t is deceptive. Waste,
rejecting perfectly valid studies and abuse, for
it is arbitrary and capricious.

Thank you for giving me the opportunity
to provide comments this morning.

MS. ORME-ZAVALETA: Thank you.

MR. SMITH: Good morning. My name 1s
Tyler Smith. I'm a staff scilentist at
Earthjustice. We are the largest non-profit
environmental law organization in the country.

EPA's proposed rule 1s an attack on the
science used to protect children's health. Simply

put, it would weaken risk assessments for
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chemicals that harm kids. These chemicals include
organophosphate pesticides like chlorpyrifos,
which EPA scientists long ago concluded present
grave risks to children.

Earthjustice therefore urges the Agency
to reconsider its approach and withdraw the
proposal immediate. Under the Food Quality
Protection Act, EPA is required to abide by an
additional safety factor of 10 when setting the
level of exposure to a pesticide that may harm
infants and children. It is well established that
children are more susceptible to the toxicity
caused by pesticide exposure than adults. The law
therefore requires that EPA take this into account
and ensure that the most vulnerable among us are
protected.

Under the statute, EPA may decide to
apply a different safety factor if, and only if it
concludes on the basis of reliable data that such
margin will be safe for infants and children. The
most reliable data, including epidemiological

studies conducted in three different perspective
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cohorts clearly establish that prenatal exposure
to chlorpyrifos and other organophosphates, harms
the developing nervous system. This exposure
reduces IQ, and it increases the risk of
developmental disorders, such as ADHD.

All of this science was peer reviewed
prior to publication, and EPA scientists and the
independent experts who serve on the FIFRA
Scientific Advisory Panel reviewed 1t extensively
and repeatedly over many years. Accordingly,
chlorpyrifos risk assessments conducted in 2014,
and again in 2016, included the required safety
factor, and both assessments found that exposures
exceeded the identified levels of concern.

Accordingly, the EPA proposed banning all
uses of chlorpyrifos on food in 2015. But last
yvear, political appointees at the Agency
disregarded this science and announced that the
Agency would not finalize the proposed ban. EPA
now may walt years to reconsider. And it appears
that the same political appointees who disregarded

the science, now want to weaken the chlorpyrifos
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risk assessments 1in advance of their next review.

Indeed, the pesticide industry responded
to EPA's conclusions on chlorpyrifos by proposing
novel requirements that are strikingly similar to
what the Agency now proposes to do for all
science. CropLife America, an industry trade
association, asked EPA to quote, "Require access
to raw data as a prerequilsite to relying on any
study to support regulatory decisions," unguote.
And Dow AgroSciences, which manufactures
chlorpyrifos, also complained in comments that the
Agency 1s not quote, "Secured and shared the raw
data underlying the epidemiology studies,"”
ungquote.

Now EPA did seek a study -- or, I'm
sorry, did seek data from a study conducted at
Columbia University. However, Columbia determined
that it could not provide all of the requested
data without violating its obligations to the
mothers and children who had participated in the
research.

Notably, EPA did not respond to these
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concerns by refusing to consider the Columbia
study. Rather, scientists from the Agency and
Columbia met to discuss the study in greater
detail, and the University produced extensive
supplemental analysis in response to agency
guestions.

Furthermore, Columbia offered to make all
of the data available to agency scientists for
analysis in a secured facility on Columbia's
campus. Now these efforts suggest There are
numerous alternatives to the rigid requirements
the proposed rule would impose on the use of
science and agency rulemaking.

As epidemiologic studies of chlorpyrifos
support retaining the safety factor to protect
infants and children, EPA may believe that such
studies fall within the vague definition of dose
response data and models contained in the rule.

If so, EPA may believe that the continued efforts
by Columbia to protect the hundreds of mothers and
children who participated in its research preclude

the use of these data because they cannot be made
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publicly available.

EPA may believe this precludes the use of
other epidemiologic studies as well. As a result,
this proposal could be used to avoid protecting
infants, children, and others from exposure to
chlorpyrifos and more than two dozen other
organophosphate pesticides. It 1s simply
outrageous that EPA, an agency charged with
utilizing science to protect public health, would
do the bidding of the pesticide industry i1t
regulates, and try to circumvent its own
scientific conclusions by choosing to ignore the
best availlable science.

I urge the Agency to reconsider this
proposal and withdraw this deeply flawed rule.
Thank you.

MS. HALL: Thank you. Would Speaker
Number 11, Eugenia Economos, and Speaker Number
12, Anne LeHuray, approach the speaker's table.
And Speaker Number 13, Diana Van Vleet and Speaker
Number 14, John Auerbach, please take a seat in

the on-deck chairs.
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The speakers are reminded to please speak
into the mic, and also state who you're speaking
for. Thank you.

MS. ECONOMOS: Hi. I am Eugenia
Economos, E-U-G-E-N-I-A E-C-O-N-O-M-0-S. I am
with the Farmworker Association of Florida. We
are a grassroots farmworker organilzation that's
over 35 years old. I say that because it's
important to understand that our organization was
co-founded by a man who was a farmworker himself.
Our staff are almost all former farmworkers. Our
board of directors are farmworkers. They're from
farmworker families. And I'm here on behalf of
our communities who are mostly African/American,
Hattian, and Hispanic farmworkers who harvest the
food that feed all the rest of us, the food that
we eat 1s harvested by farmworkers in the field
who are exposed regularly to pesticides. And I'm
here on theilr behalf.

Our organization 1s very involved 1in
pesticide health and safety, and in doing that we

have participated in community based participatory
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research projects, including a four-year project
with Emory University that we did. It was funded
by NIOSH, and in that study, we looked at
farmworkers and in the nursery industry that did
ornamental plants in Central Florida, and
farmworkers in the fernery industry, which are
also ornamental plants.

And we looked at the reproductive health
effects of occupational exposures, including
occupational exposure to pesticides. We are well-
trusted in the community because we are based 1in
our communities and because we are of, by, and for
the farmworker communities. And we're able to do
these studies because we have the trust of our
community members.

In that study with Emory University, we
did surveys with 260 women of reproductive age.
One of the things we looked at was -- we
additionally did urine samples on 100 women,
including women that were pregnant, looking at
levels of organophosphate pesticides and the

pesticide, mancozeb, in their urine.
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One of the reasons we chose mancozeb,
because that 1s a fungicide that was implicated in
birth defects that happened in Omokollee, Florida
in 2004 and 2015, and we wanted to look at the
levels of the pesticide in the urine of the women
that we studied.

The results of that study showed very
high levels of organophosphate pesticides and
mancozeb 1n the urine of the women that we
studied, much higher than the NHANES national
averages.

We used that information 1in order to both
develop a training for the women about how to
protect themselves from pesticides. But we also
used that information to write up a paper about --
because mancozeb 1s coming up for re-review, and
we think it's very important to understand the
levels that we found of the mancozeb in the urine.

I say that because we would not be able
to do that study if we did not have the trust of
the people. And we had that trust because we

ensured their confidentiality. We would not be
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able to do this 1f there was any sense at all that
their confidentiality could be compromised.

You're talking about people who are minorities.
Many of them are immigrants. They're already
under attack in their communities for many other
reasons, and 1f we could not assure their
confidentiality, we would not have participation.

I have people come to me all the time
with different complaints from their work
environments. And it's heartbreaking to me when
people come to me and talk about being exposed to
pesticides, and then they're afraid to make a
report because they're afraid of losing their Jjob,
or they're afraid of retaliation.

We would -- we cannot, we would not, we
would never engage 1in studies if we could not
ensure that our people, our community would be
protected from any kind of revelation of their
identities or of their information. So that's why
we are opposed to this proposed rule. We're also
concerned about that epidemiological data is

really important to look at synergistic and
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cumulative effects of pesticide exposure, and you
cannot find that without doing epidemiological
studies. So we are also concerned that we're —--
I'm sorry. We're also looking at the body burden
0of pesticides in the farmworkers that we study,
and farmworkers are exposed to multiple different
kinds of pesticides. And if you're not looking at
epidemiological studies to look at that, then vyou
are ignoring an ilmportant role of science 1in the
farmworker community.

I am saying that, I am sitting here, and
I just want you to know that even though I'm
sitting here, behind me are tens of thousands of
farmworkers in Florida and around the country, and
I'm here on their behalf. And on their behalf,
I'm asking you to reject this rule. Thank you.

MS. ORME-ZAVALETA: Thank you.

MS. LeHURAY: Good morning. My name is
Anne LeHuray, L-E-H-U-R-A-Y. And that's Anne,
with an E. And I am here as the Executive
Director of the Pavement Coatings Technology

Council, also I'1l1l call it PCTC.
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PCTC, their members manufacture products
that are used in pavement malintenance programs to
extend the useful life of an asphalt parking lot,
for example. Airport surfaces, and the like.

Our members are almost exclusively small
family-owned businesses, and their customers, who
we also represent, are virtually 100 percent small
family -- small and maybe even say micro family
owned businesses.

So at PCTC, we strongly support the
concept of what EPA 1s proposing in the
“Strengthening Transparency in Regulatory Science”
rule, however we urge EPA to go beyond what it has
proposed with a goal of improving on EPA's current
procedures which lack any meaningful remedies when
the Agency relies on science that has been shown
to be unreproducible.

The Council supports the efforts of the
Agency to ensure that sclentific studies, data,
and models on which it relies 1in developing
regulations, guidance, and policies are

sufficiently transparent. Doing so helps ensure
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that others can attempt to reproduce the results
in which the Agency bases its regulation,
guldance, and policies.

However, the council believes the
proposed rule does not go far enough. PCTC has
witnessed first-hand the distortions and bad
public policy that can result from what has been
called in other venues, secret science, by which
we mean, science that has been shown not to be
reproducible.

And EPA has contributed to this problem.
They were not the source of the unproducible
science, but they've contributed to the problem by
using that unreproducible science, because to use
the Agency's words, it is fit for purpose.
Meaning, we suppose, that 1t suits the Agency's
desire to regulate, even 1f the science says that
the regulation is unwarranted.

So PCTC's experience causes 1t to be
concerned that the Agency proposes to restrict its
increased focus on transparency to only dose

response data and models, to only final
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regulations, and to only pivotal studies as
narrowly defined the proposed rule.

We would note that worldwide scilentists
and science organizations have recognized the
crucial rule of transparency to the very crux of
the scientific enterprise, which is, science has
to be falsifiable. That means that it has to be
reproducible.

At a minimum, the Agency should be as
concerned as the publishers of peer reviewed
science journals, that all the science 1t
considers 1is possibly key or pivotal to a right to
a regulatory purpose, any regulatory purpose meets
the standard of transparency.

EPA's role 1s to translate and distill
research results into regulations, guidance, and
policies that have significant impacts in the real
world. It is therefore the obligation of EPA to
ensure that it uses the best available science,
which by definition includes science that has been
shown to be reproducible on any issue of any

important EPA policy making.
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Now to promote the idea of use of
reproducible science and transparency, and an
understanding in all agency actions, PCTC has two
specific recommendations. One 1s that it gives
preference to studies, not just when industry
submits a study as part of let's say registering a
pesticide, this requires that that study has to
follow GLP, Good Laboratory Procedures -- Good
Laboratory Practices.

GLP i1is a formal program. It relies on,
like OECD, guidance, methods, test methods. But
there's also a thing called the Spirit of OECD,
which simply means following good standard
scientific practice.

So we recommend and go into detail in our
written comments about that the GLP should be
given preference in all science that all -- that
EPA considers in any of its policy making
decisions. And we also have a specific
recommendation about how the Office of the Science
Advisor should consider combining the roles of the

information quality function at EPA, and the
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Office of Scientific Integrity, and I thank you
very much for your attention and we expand on this
in our written comments.

MS. HALL: Thank you very much.

Would Speaker Number 13, Diana Van Vleet,
and Speaker Number 14, John Auerbach, please come
up to the speaker's table. And Speaker Numbers
15, Harvey Fernbach, and 16, Joseph Stanko, please
take a seat on the on-deck chairs.

MS. VAN VLEET: Hello. My name 1s Dilana
Van Vleet, D-I-A-N-A, Van Vleet, V-A-N V-L-E-E-T.
I work for the American Lung Association, but I am
sharing comments on behalf of Health Care Without
Harm today.

As the organization leading the global
movement for sustainable healthcare, Health Care
Without Harm strongly opposes the proposed rule,
“Strengthening Transparency 1n Regulatory
Science.” The rule would impede the Agency from
upholding 1ts mission to protect human health and
the environment by limiting the use of scientific

research.

ED_002389_00029014-00085



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

It was the EPA's conclusions regarding
the human health i1mpacts of dioxin that lead the
formation of our organization in 1996. Since
then, we have led the charge to transition the
U.S. healthcare sector away from medical waste
incineration, the leading source of dioxin
pollution.

In the United Sates, more than 5,000
medical waste 1ncinerators were 1in operation 1in
the mid-90s. Today, fewer than 16 medical waste
incinerators remain. This work would not have
been possible without the EPA relying on sound
science to make determinations about the toxicity
of dioxin pollution for human health.

Currently, Health Care Without Harm works
with hospitals and health systems to transition to
renewable energy and to prepare for the impacts of
climate change. We look to the EPA to heed the
scilence regarding the human health effects of
fossil fuels and climate change when making
decisions so that our hospitals are in the best

position to protect their patients.
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By artificially limiting the research 1t
considers when making decisions, the EPA would
endanger health and put lives at risk. We urge
the EPA not to adopt this proposed rule.

MS. ORME-ZAVALETA: Thank you.

MR. AUERBACH: Good morning.

MS. ORME-ZAVALETA: Good morning.

MR. AUERBACH: My name 1s John, that's
spelled A-U-E-R-B-A-C-H.

I am a public health practitioner. I've
been a leader in the public health field for about
30 years. I was a city health commissioner, a
state health commissioner, and an official at the
Centers for Disease Control, and currently I am
the President and Chief Executive Officer of Trust
for America's Health, or TFAH.

TFAH is a non-profit, non-partisan public
health and science-based organization that
promotes optimal health for every person and
community, and makes the prevention of 1llness and
injury a national priority.

TFAH has been focused on issues like
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clean air and clean water, because they are
fundamental to ensuring that all Americans have
the opportunity to live long and healthy lives.
This i1s particularly crucial since we know that
unhealthy alir or contaminated drinking water
disproportionately affect some of our more
vulnerable subpopulations, including children,
older adults, and lower income Americans who are
more likely to include racial and ethnic
minorities.

As a component of our mission To promote
health we issue a series of reports every year
that examine some of our nation's most pressing
health issues, and we rely heavily on all
available research and evidence to develop
recommendations for decision makers on how they
can most effectively respond to improve health.

For example, in 2011, TFAH and the
Environmental Defense Fund released a report that
analyzed the savings and health care spending
associated with four different EPA regulations.

In so doing, we relied on the EPA's own regulatory
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impact analysis that measured reduced mortality,
reduced incident of chronic bronchitis, reduced
incident of heart attack, and decreased hospital
emissions and emergency room visits. These
studies estimated that nearly half a million lives
could be saved by these four EPA standards alone.
Because of the importance of having
access to such scientific data in order to protect
the public's health, we oppose the “Strengthening
Transparency and Regulatory Science” proposed
rule. Research and evidence 1s the foundation of
EPA's policies and has been necessary for success
of laws like the Clean Air Act and improving and
in saving lives from the dangers of air pollution.
Congress intentionally directed EPA to
consider peer reviewed research under the Clean
Air Act, and mandates regular reviews of the
sclence to ensure that EPA 1s reviewling and
considering the most up to date science. We
believe that the proposal would prevent EPA from
using the best science to inform decisilon-making,

and the result would be weaker standards at the
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expense of American's health. For example, the
proposal would exclude several landmark air
guality studies from the evidence base that EPA is
permitted to consider, largely on the basis that
these studies include confidential patient
information that would make them less transparent
under the constructs of the proposed rule.

The practical result would be weaker air
pollution standards, despite the fact that the
science behind these studies 1s polnting us 1n the
opposite direction. The current methodology and
system for review 1s sound, reliable, and has
operated effectively for years. And that's why we
have Jjoined with the American Lung Association,
the American Academy of Pediatrics, the American
Public Health Association, and over 70 additional
public health, medical, and academic organizations
in opposing this regulation, this proposal.

As a long-term public health practitioner
and the President of TFAH, I remain committed to
ensuring that federal health policy and practices

are guided by the evidence in a transparent and
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accountable manner. EPA and other federal
agencies should be no exception. We at TFAH look
forward to working with congress, with the EPA and
others, as we continue to advocate for policies
and practices that uphold these principles and
protect and promote the health of every American.
Thank you very much.

MS. HALL: Thank you very much. If T
could ask those that are in the room to please
refrain from talking. There's a lot of whispering
and 1t's distracting. If you do need to have a
conversation, please step outside the room. Thank
you.

Would Speaker Number 15, Harvey Fernbach
and Speaker Number 16, Joseph Stanko, please
approach the speaker's table. And Speaker Number
17, Peter Lurie and Speaker Number 18, Jamie
Wells, please take a seat 1in the on-deck chairs.

What speaker number are you?

MR. STANKO: Sixteen.

MS. HALL: So, do we have Speaker Number

15?7 Harvey Fernbach?
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[No audible response.]

MS. HALL: Okay, so we'll move ahead.

[Discussion off the record.]

MS. HALL: Number 17, Peter Lurie, would
you like to take a seat up here? And then Speaker
Number 19, Ami Zota, please take a seat in the on-
deck chairs. Thank you.

MR. STANKO: Thank you. My name is
Joseph Stanko, S-T-A-N-K-0O. Thank you for the
opportunity to address EPA's proposal entitled,
“Strengthening Transparency 1n Regulatory
Science.” My name 1s Joseph Stanko, and I am
counsel to the NAAQS Implementation Coalition.

The Coalition is comprised of trade
associations, companies, and other entities who
confront challenges 1n permitting and operating
manufacturing and other facilities under
increasingly stringent National Ambient Ailr
Quality Standards.

Our members --

MS. ORME-ZAVALETA: If we could ask you

to move the microphone a little bit more in front.
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MR. STANKO: Sure.

MS. ORME-ZAVALETA: No, the other way.
There you go.

MR. STANKO: All right.

MS. ORME-ZAVALETA: Thank you.

MR. STANKO: Our members, and the
companies they represent have a proven record of
working with states and regional EPA offices on
implementing emissions reduction strategies to
attain NAAQS.

However, increasingly more stringent
NAAQS have caused demonstration requirements for
Clean Air Act permits to exceed the limits of
current tools and policies for NAAQS
implementation. This makes it increasingly more
difficult for companies to attain the approvals
needed for new state of the art projects that
create Jjobs and bring much-needed tax revenue to
local communities.

Without a transparent NAAQS process,
underlying studies lack robust external review,

leading to standards that may not provide
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objective public benefit. In certaln cases,
increasingly stringent standards have pushed NAAQS
to concentrations at or near background levels,
beyond the feasible limits of implementation.
While inaccurate assumptions in both setting and
implementing NAAQS could be more readily absorbed
under prior less stringent NAAQS levels, recent
more stringent standards have eroded such
tolerances.

Addressing this new reallty starts with
an inherently forward-looking NAAQS review process
that assesses scilence and policy in a rigorous and
holistic manner. The transparency proposal
fosters such an open-source approach to pivotal
regulatory science, one that enables the public to
more meaningfully comment on the science
underlying NAAQS review. This can foster a more
effective NAAQS 1mplementation that still meets
the Clean Air Act's mandate to protect public
health.

While we support the principles behind

the transparency proposal, its sound policy goals
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should be balanced with legal and ethical
obligations to protect private, sensitive, and
confidential information. As the transparency
proposal 1s implemented, efforts must be made to
address protected health information under the
Health Insurance Portability and Accountability
Act, or HIPAA.

Disclosure limitations also exist for
proprietary information and trade secrets. We
agree with EPA that dose response data and models
should be exempt from public review as necessary
to protect private, sensitive, and confidential
information. However, we believe that EPA can
protect such information while still seeking
maximum possible transparency.

As the transparency proposal notes, many
generally acceptable techniques exist to
deldentify personally identifiable information.
Where such deidentification 1s not possible, EPA
could facilitate review of sensitive data sets by
a diverse group of experts subject to HIPAA

compliant nondisclosure agreements.
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If all other options to expand review
have been exhausted, EPA could decide that a study
could not be subject to outside review and
verification, and consider the study accordingly
without excluding it from a rulemaking proceeding.

Administrations -- administrators pardon
me, have regularly taken similar methodological
considerations into account when assessing studies
in past NAAQS reviews. EPA could further balance
transparency and privacy by appropriately
tailoring the transparency proposal according to
the type and scope of the regulatory decision
involved. For this reason, we agree with EPA that
the transparency proposal should be limited to
pivotal regulatory science that i1s involved in
significant regulatory actions that result in
substantial costs.

To that end we note that because Clean
Alr Act regulations have accounted for the wvast
majority of costs and benefits cited in rules over
the last decade across the entire federal

government, such regulations are particularly well
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sulted for the transparency proposal's high
standard of robustness.

As this process moves forward, we
encourage EPA to further detail how the
transparency proposal will protect private,
sensitive, and confidential information, be it
personally identifiable or proprietary
information, trade secrets, or other similar
information. To that end, EPA should explicitly
state that any final regulations arising from the
transparency proposal do not support or assert
authorization under the law to disclose such
currently protected information, and that any
claim to do so must be independently based on a
statutory grant of authority from congress.

In conclusion, the transparency proposal
would increase replicability and verification in
the scientific process, thereby testing critical
methodological assumptions and mitigating biases
in key studies upon which the Agency relies in
developing regulations. It recognizes that

transparency can go beyond simply maximizing
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disclosure to better contextualizing studies
through replicability and verification.

In doing so, the public can more
meaningfully take part in EPA notice and comment
rulemaking processes. As EPA advances the
transparency proposal, it can and should implement
these sound policy goals in concert with
obligations to protect private, sensitive, and
confidential information.

The NAAQS Implementation Coalition
appreciates EPA's efforts on the transparency
proposal, as well as the opportunity to present
its view on the topic.

MS. ORME-ZAVALETA: Thank you.

MR. LURIE: Hear me? Good morning. My
name 1is Dr. Peter Lurie. I'm a physician, an
epidemiologist, and now the President for Center
for Science in the Public Interest. We are an
independent scilence-based health advocacy
organization with over 500,000 members.

Before I joilned CSPI, I served at the FDA

as an associate commissioner and in fact, for
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several years I led the Agency's transparency
initiative. Over the course of my career I've
authored close to a dozen academlic articles on the
topic of transparency, and nobody ever asked me
for the underlying data for any of those studies.

We at CSPI are firm advocates of
scientific transparency and have had a number of
projects along those lines over the years. But
EPA's proposed rule 1s not about transparency or
strengthening science. Instead, 1t is a wolf of
pro-industry bias hiding in the sheep's clothing
of transparency 1n science. Proposal should be
withdrawn.

Transparency 1is not about restricting the
use of sound science, as this proposal would do.
Suddenly, the more transparent a government agency
can be about the nature and limitations of the
data underlying a decision, the better. But the
failure to meet some abruptly and arbitrarily
elevated standard for disclosure cannot and should
not be the grounds for the summary exclusion of

data that were rigorously gathered and reported.
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The surest tests of any scientific
transparency policy are two. One, was it
generated in a transparent fashion? And two, will
it actually promote the transparent rigorous
science-based decision-making that it claims to?
This proposal fails on both counts. Let's start
with the procedural matter.

This proposal violates fundamental
tenents of transparency rulemaking. EPA failed to
consult with relevant stakeholders, such as
science, research, or health professional
associations, did not consult with other federal
agencies who would be affected by this, and did
not even make the proposed rule available to its
own Scilentific Advisory Board for review.

In addition, the proposal lacks critical
citations and documentation, or even an adequate
Justification for why it was proposed. Rather
than furnishing the evidentiary support reqguired
for administrative action, the Agency has merely
adopted a legislative initiative that failed to

(indiscernible) despite support from the energy,
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chemical, manufacturing, and other key industries.

Moreover, despite its professed
(indiscernible) to cost effectiveness 1in
rulemaking, the proposed rule provides no cost-
effectiveness analysis whatsoever. It simply
blithely asserts that, quote, "EPA believes the
benefits of this proposed rule justify the costs.”
I wish we could have gotten away with that at FDA.

But the rule would be costly indeed.
Analysis of an earlier version of the legislation
predicted costs of $250 million over the next few
years. But even more important, the proposal does
not meet its purported scientific goals and will
instead undermine the scientific basis for
decision-making at EPA.

Since its inception, EPA has developed
rules with demonstrable efficacy in protecting the
public by relying in large part upon the kinds of
data that EPA would now preclude from
consideration. Some of EPA's greatest public
health accomplishments, such as eliminating lead

and gasoline, classifying second-hand smoke as a
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cause of cancer were based on the kinds of data
that would be discarded under the proposal. Such
data are widely used in rulemaking proceedings by
other U.S. government agencies and around the
world. And I can say, at FDA, we would not have
had the rules that we ultimately developed or
proposed on mercury in fish, on arsenic 1n rice,
on dental amalgam, or in sodium targets from a
nutritional perspective. None of those could have
been done 1f data of these kinds were eliminated.
In particular, 1t's also especially
troubling that the proposal also opens the door to
a reconsideration of past rules which would be
utterly inappropriate under prevailing principles
of administrative law. In fact, the proposal
would have an effect opposite to 1ts claimed
purpose. It would address —-- it would suppress
important and relevant science conducted in large
part by the best minds in academia and government,
thereby unduly restricting the evidence availlable
to EPA and potentially favoring data developed by

industry.
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Further evidence of the pro-industry
orientation of this proposal 1s its discussion of
the dose response function and the assault on
linearity. Quite aside from the merits of that
discussion, which I think are few, the real
question 1is, what is this discussion doing in this
proposal in the first place. It has nothing to do
with transparency whatsoever, and 1t's simply
there as a marker, in my view, of the pro-industry
bias that this entire enterprise represents.

Let me close with a question with which
EPA should have started. What exactly is the
problem that this proposed rule seeks to fix?
Where indeed is the study for which the lack of
access to raw data resulted in misinterpretation
or in the promulgation of an inappropriate
regulatory standard?

To the contrary, the record is replete
with studies that form the basis of health and
life saving regulations that would now be
precluded from use, and that might even provide a

basis for the revocation of rules enacted in the
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distant past. Thank you.

MS. HALL: Thank you. Would Speaker
Number 18, Jamie Wells, and Speaker Number 19, Ami
Zota, please come up to the speaker's table. And
Speaker Number 20, Surbhi Sarang and Speaker
Number 21, Laura Bloomer, please take a seat in
the on-deck chairs. Thank you.

Please, quick reminder to speak into the
mic and state your organization.

MS. WELLS: My name 1s Dr. Jamie Wells,
J-A-M-I-E W-E-L-L-5, and I'm the Director of
Medicine for the American Council on Science and
Health, and I'm here on behalf of our president,
Hank Campbell.

In the past, peer-reviewed Jjournal
publication ha been considered authoritative, but
that has inherent weakness if they can't be
replicated. Knowing the potential for error, and
even misuse, replication 1s vital, but we
recognize that that's not always possible. A
safety valve for that i1s a higher level of

scrutiny when 1t i1s not possible. Studies that

ED_002389_00029014-00104



10

11

12

13

14

15

16

17

18

19

20

21

22

[ PAGE \* MERGEFORMAT ]

can't be replicated should at least make sense
within the pattern of available data, which in the
case of EPA will often include hundreds of other
studies done according to federal guidelines.

However, there are also occasions where
replication is not possible and new claims or
outliers from the consensus of many other studies.
And in those cases, they should still absolutely
be used 1f EPA risk scientists, without breaking
confidentiality, can obtain the additional
information needed in order to conduct theilr own
analysis.

EPA risk scientists are charged with
protecting public health, and the American Council
on Science and Health has argued since 1978 that
the judgment over which epidemiology and/or
toxicology data to use for risk or safety
assessment should always include risk scilentists.
The public's interest 1s best served when science
is replicable and consistent with other
information.

On occasions, when studies cannot be
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replicated, or when such studies are not
consistent with other information, use of those
studies depends on having access to the underlying
data for independent analysis. When the
underlying data are not provided, it is difficult
to make a credible risk assessment, much less
national rulemaking, as you know. So risk experts
should be involved.

You should have received a more extensive
written document as well.

MS. ORME-ZAVALETA: Thank you.

MS. ZOTA: I'm Dr. Ami Zota, that's A-M-
I, last name Z-0O-T-A. I am a health scientist and
Professor of Environmental and Occupational Health
at the George Washington University Milken
Institute School of Public Health. I am also
speaking as part of Project Tender. We are an
alliance of scientists, health professionals, and
advocates with expertise 1in protecting children
from exposure to toxic chemicals that can
contribute to neurodevelopmental problems, such as

ADHD and learning disabilities.
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I oppose EPA's proposed rule. The
proposed rule prohibits the Agency from setting
regulations that are support in part or whole that
is for data that is publicly available for
reanalysis or cannot be replicated.

Since the proposed rule is retroactive,
1t could lead to the dismantling of many important
exlisting EPA regulations that safeguard our
children and families -- children and families
from toxic chemicals.

I would like to spend my time identifying
some of the major problems with this rule that
warrant consideration before the Agency moves
forward. The scientific sources cited for the
basis of this rule do not support the proposed
rule. EPA did not consult with critical
stakeholders in the development of this proposed
rule, including scientists, health professionals,
and affected communities.

EPA does not present any analysis of
benefit-cost, children's environmental health

risk, or environmental justice in support of the
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rule which are required under executive orders
12291, 13045, and 12898. The terms, pivotal
regulatory science, replication, reproducible, and
research data are not defined or are problematic.
The rule's requirements for specific types of
defaults, test methods, dose response models,
and/or analysis are not supported by current
sclence.

The rule 1s counter to the mandates in
the reformed Toxic Substances Control Act, or
TSCA, to use the best available science and
systematic reviews for chemical evaluations.

Data deidentification and masking
techniques cannot ensure confidentiality and can
degrade the accuracy of data for further analysis.
The rule 1s inconsistent with medical ethics and
existing legal reqgquirements to ensure the privacy
and/or confidentiality of human data.

For example, 1in many cases individuals'
participant data cannot be made public because of
confidential requirements legally mandated by

institutional review boards and/or the Health
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Insurance Portability and Accountability Act of
1996, or HIPAA.

In conclusion, EPA should withdraw this
proposed rule immediately. EPA should focus on
implementing existing initiatives and guidelines
for improving data sharing and transparency at the
federal government. Thank you.

MS. HALL: Thank vyou.

Would Speaker Number 20, Surbhi Sarang,
and Speaker Number 21, Laura Bloomer, please come
up to the speaker's table. Would Speaker Number
22, Ms. Nsedu Obot Witherspoon, and Speaker Number
23, Joanne Zurcher, please take a seat in the on-
deck chairs. Thank you.

Speakers, please remember to speak into
the mic and state your organization.

MS. SARANG: My name 1is Surbhi Sarang,
spelled S-U-R-B-H-1I S-A-R-A-N-G, and I'm a legal
fellow at the Environmental Defense Fund.

I appreciate this opportunity to provide
public testimony on the proposal and hope that

everyone who wises receives an opportunity to be
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heard. We urge EPA to hold hearings 1n additional
locations to allow affected Americans 1in other
communities who cannot travel to be here today, an
opportunity to provide input as well. I'm
testifying here today to raise our serious
concerns of the proposed rule and to ask that the
EPA withdraw the proposed rule immediate.

Communities across America rely on EPA
safequards to protect their health and wellbeing.
But this rule would greatly restrict the body of
scientific information that EPA draws on when
setting these safeguards. Instead of being
informed by all available science, 1n many cases
EPA would be forced to operate in the dark. By
obliging EPA to disregard scientific research that
would otherwise alert the Agency to taking strong
protective actions, this rule endangers the health
of all families and communities. Had this rule
been place previously, we would likely currently
be facing greater exposures to air pollutants,
water contaminants and toxic chemicals.

In the proposal, EPA completely ignores
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the practical effects of the proposed rule and how
it fundamentally conflicts with EPA's mandate to
use the best available science as 1t develops
safeguards.

Agency decisions must be informed using
the best available science. Public deserves
nothing less when health and safety are on the
line. This value 1s core to EPA's mission and
should be placed at the forefront.

But the proposal takes an unsupported and
unprecedented leap by suggesting that this mission
allows EPA to only use science where the
underlying data and models can be made and are
made publicly available for independent
validation. Much of the data underlying
scientific studies concerning human health cannot
be made publicly available for legitimate privacy
and confidentiality reasons. In many cases, 1t 1s
impossible even to redact information 1in a manner
that allows independent validation while
respecting privacy and confidentiality.

Thus, the proposal would seriously
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restrict EPA's ability to use the best available
science as 1t sets critical safeqguards. Nor does
EPA explain why such restrictions on the use of
science are necessary. REPA does not point to any
instance in which a failure to disclose data
resulted in an EPA decision or standard that lacks
scientific integrity.

EPA does not explalin why other means of
vetting that are used by the scientific community
and that protect privacy and confidentiality, such
as review by EPA's independent Science Advisory
Board, peer review, and corroboration through
independent studies are insufficient to ensure the
integrity of the science EPA relies on. And EPA
does not explain why 1t 1s appropriate for an
agency tasked with basing i1ts decisions on best
avallable science to now discard otherwise valid
science simply because a disclosure is not
possible.

Indeed, courts that have examined the
issue have made clear that it 1s entirely

reasonable for EPA to rely on scientific studies
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which data cannot be disclosed. While EPA states
in the proposal that many organizations have
endorsed data disclosure as a means Lo 1increasing
transparency, the reality is the proposed rule
completely departs from good scientific practice.
None of the organizations EPA identifies in the
proposed rule have endorsed the practice of
disregarding studies where data disclosure 1s not
possible, or that have been subjected to other
means of validation, or suggested that regulatory
agencies should exclude such studies when using
science to inform regulatory actions.

To the contrary, organizations that are
deeply committed to transparent science have come
forward to stress that policies to promote
transparency must be developed within the
scientific community and to oppose the notion of
disregarding otherwise valid science, simply
because the underlying data cannot be disclosed.

Indeed, EPA's own Science Advisory Board,
which it failed to consult before issuing this

proposal, has raised concerns similar to those we
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raise here, noting that EPA provided no analysis
of the impact of losing the ability to run on
these studies, and that there are other ways to
assess the validity of studies without access to
data. Not only did EPA skip over review by the
Science Advisory Board, but then EPA allowed for
only a 48 (indiscernible) review process for the
proposal.

This hastened process seriously calls
into gquestion the validity of the proposal. The
proposal would not even increase transparency. By
allowing the administrator to grant exemptions
based on vague and discretionary criteria, the
proposal would allow EPA to selectively apply this
disclosure policy with no public record of the
decision or its basis. The risk that the rule
will artificially restrict and distort the
scientific basis for EPA's decisions 1s only
heightened by i1its many gaps.

The proposal fails to explaln critical
details, such as what mechanisms would be used to

make data public, what the cost of the Agency and
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to researchers would be, and how the peer review
provision would fit into EPA's existing peer
review requirements. It is not even clear how EPA
would determine that a given study is publicly
available in a manner sufficient for independent
validation. This underscores concerns that this
proposal would undermine the integrity and
transparency of EPA decisions rather than enhance
themnm.

It is also important to note that this
rule was posed under former Administrator Pruitt
who actively obscured transparency goals by
directing the removal of scientific information
from EPA's websites, refusing to publicly release
his full and accurate schedule, using secret e-
mall addresses, and spending tax payer money in
violation of federal laws.

While Pruitt is now gone, this proposal
unfortunately suffers from the same disregard for
scientific integrity and transparency that infused
the former administrator's tenure.

We thus call on Acting Administrator
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Wheeler to recognize the redeemably flawed basis
for this proposed rule and withdraw it
immediately.

MS. ORME-ZAVALETA: Thank you.

MS. BLOOMER: My name i1s Laura Bloomer,
B-L-0-0-M-E-R, and I'm a student at Harvard Law
School and the Kennedy School of Government. I am
interning at EDF, Environment Defense Fund this
summer. I am here testifying on my own behalf.

I am the daughter of two parents who grew
up near auto industry towns in Michigan. My mom
was born in Flint. Her parents, my grandparents,
grew up 1n Flint and chose to raise their four
children there.

Though I'm a proud Texan, as my family
moved to Houston when I was 1n elementary school,
most of my family continues to call Michigan home.
The Flint water crisis was personal for us.

My aunt, a dental hygienist, volunteered
and delivered water to Fling residents after the
story broke. She understood the heart wrenching

fear a mother would experience when she found out
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her child had been drinking contaminated water.
She understood the outrage of her home community
when they found out that the government they
trusted did not care enough to keep their drinking
water safe. She understood what it might feel
like to have a fundamental safeqguard, like clean
water, suddenly disappear.

But the water crisis in Flint did not
disappear when 1t left the nightly headlines.

Just last week, my mom went to her favorite hotdog
shop 1in Flint and sent me a photo of a poster from
the restaurant. It was an advertisement for
healthcare, aimed at mothers of children who grew
up drinking contaminated water. My mom was
devastated.

And though the Flint water crisis 1s more
salient and more visible than this proposed rule,
the impacts are far too similar. For decades the
EPA has relied on first-rate science to establish
protections for our alr and water, and most
importantly for our public health.

It is because of these safeguards that I
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have never experienced the type of pollution my
mom describes from her childhood. It i1s because
of incredible researchers and scientific
discoveries that many of our communities will
never experience a water crisis like Flint is
still experiencing. It is because EPA regulates
lead in our drinking water, and arsenic in our
drinking water, and the many other contaminants
that harm our most vulnerable populations that my
friends and I grew up 1in a healthy environment.

It is because EPA has a responsibility to
seek out and utilize the best available science at
every step of the way, that the next generation of
children will be protected from threats to their
health as well.

Yet right now, in 2018, when our scilence
has never been more advanced, and when EPA is
conslidering revising the Lead and Copper Rule for
drinking water, EPA would choose to voluntarily
ignore the best available science. This proposed
rule would severely limit the studies on which EPA

could rely. It would threaten the enormous amount
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that EPA and engaged citizens have accomplished,
and 1t would hamstring any progress we hope to
make in the future.

This rule isn't about transparency, and
it was not developed with people like my family
and me in mind. For the safety of all of us and
for future generations, I respectfully ask that
this rule be withdrawn. Had this rule been in
place decades ago, more communities might be
suffering from the same threats to public health
that Flint 1s now facing. Many of EPA's drinking
water standards rely on epidemiological studies.
Often these studies last decades and follow
hundreds, 1f not thousands of patients, collecting
confidential health data, as well as other
personal data, like the people's addresses, ages,
and genders.

For most of these studies the underlying
data cannot be made public, even in redacted form,
without sacrificing the participants' privacy.
These studies are monumental and state of the art.

These are the studies that EPA should hope to rely
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